The approval was granted on the basis of results from the four Phase 3 studies, involving >2000 patients with moderate-to-severe plaque psoriasis. There was a significantly higher response to risankizumab, in which patients experienced clear or almost clear skin (Static Physicians Global Assessment 0/1 and Psoriasis Area and Severity Index 90), compared to ustekinumab, adalimumab, and placebo at week 16 and up to week 52 (depending on study design), according to AbbVie. The company plans to present 2-year data from one of the studies at the World Congress of Dermatology in June 2019 at Milan, Italy.
The most common adverse reactions were upper respiratory infections, which occurred in 13% of patients. Most of the reported adverse reactions were of mild or moderate severity. Skyrizi will be available as a 75 mg solution for injection. It is to be administered in two initiation doses at week 0 and week 4, followed by two subcutaneous injections of 75 mg each every 12 weeks. The USFDA has approved the first lotion containing halobetasol propionate and tazarotene (0.01%/0.045%) (Duobrii, Bausch Health) for treatment of adult plaque psoriasis.
In a Phase 2 study, the halobetasol propionate/tazarotene combination lotion was more effective than its individual agents and vehicle in achieving treatment success (defined as at least a two-grade improvement from baseline in an Investigator Global Assessment score, and "clear" or "almost
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clear" skin) and reducing signs of psoriasis such as erythema, plaque elevation, and scaling at the target lesion.
In a post hoc analysis of the data, in which the vehicle effect was removed, the efficacy of Duobrii was superior to the aggregated results of the individual agents.
The most common adverse events in clinical trials included redness, itching, swelling, burning, stinging, application site pain, folliculitis, atrophy, peeling, and rash. The USFDA has approved dupilumab (Dupixent, Sanofi/ Regeneron) for adolescents aged 12-17 years with moderate-to-severe atopic dermatitis poorly controlled with topical prescription therapies or when those therapies are not advisable. In 2017, the FDA had approved dupilumab for adults with moderate-to-severe atopic dermatitis.
Dupilumab inhibits IL-4 and IL-13, which may play a central role in type 2 inflammation involved in atopic dermatitis and other allergic diseases.
In a Phase 3 trial evaluating dupilumab monotherapy in adolescents with uncontrolled moderate-to-severe atopic dermatitis, the safety and efficacy were generally consistent with those previously seen in studies involving adults. Average improvement from baseline in the Eczema Area and Severity Index (EASI) score was roughly 66% compared with 24% with placebo. Twenty-four percent of patients treated with dupilumab achieved clear or almost clear skin compared with just 2% of patients treated with placebo. Forty-two percent of patients achieved 75% (EASI-75) or greater skin improvement with dupilumab versus 8% with placebo, as measured by EASI. Thirty-seven percent of patients treated with dupilumab achieved a clinically meaningful improvement in itch of at least four points on the Peak Pruritus Numerical Rating Scale compared with 5% with placebo.
Dupilumab has been studied in >7000 patients aged 12 years or older in over 30 clinical trials, the company said. The safety profile in adolescents is similar to that in adults. Adverse effects include injection-site reactions, eye and eyelid inflammation including redness, swelling and itching, oropharyngeal pain, and cold sores in the mouth or on the lips. Dosage: Available as single-dose prefilled syringe -300 mg/2 mL or 200 mg/1.14 mL ≥60 kg: 600 mg (i.e. two 300-mg injections) SC once, and then 300 mg SC every other week <60 kg: 400 mg (i.e., two 200-mg injections) SC once, and then 200 mg SC every other week can be used with or without topical corticosteroids. The USFDA has approved omadacycline (Nuzyra, Paratek Pharmaceuticals) for treatment of adults with community-acquired bacterial pneumonia (CABP) and acute skin and skin structure infection (ABSSSI).
Omadacycline is a modernized tetracycline with broad-spectrum activity that is designed to overcome tetracycline resistance.
It is approved for ABSSSI caused by Staphylococcus aureus (methicillin-susceptible and methicillin-resistant isolates),
Staphylococcus lugdunensis, Streptococcus pyogenes, Streptococcus anginosus group (includes S. anginosus, Staphylococcus intermedius, and Streptococcus constellatus), Enterococcus faecalis, Enterobacter cloacae, and Klebsiella pneumoniae.
In three global Phase 3 studies involving about 2000 adults, omadacycline met all the primary and secondary efficacy outcomes designated by the FDA and the European Medicines Agency and was generally safe and well tolerated, the company notes in a news release.
Omadacycline comes in intravenous (IV) and oral formulations. It is also the first and only once-daily IV and oral antibiotic approved to treat both CABP and ABSSSIs in nearly 20 years.
NUZYRA is contraindicated in patients with known hypersensitivity to omadacycline-or tetracycline-class antibacterial drugs. Mortality imbalance was observed in the CABP clinical trial with eight deaths (2%) occurring in patients treated with NUZYRA compared to four deaths (1%) in patients treated with moxifloxacin. The cause of the mortality imbalance has not been established. All deaths, in both treatment arms, occurred in patients >65 years of age; most patients had multiple comorbidities. The causes of death varied and included worsening and/or complications of infection and underlying conditions. Closely monitor clinical response to therapy in CABP patients, particularly in those at higher risk for mortality.
The use of NUZYRA during tooth development (last half of pregnancy, infancy, and childhood to the age of 8 years) may cause permanent discoloration of the teeth (yellow-gray-brown) and enamel hypoplasia.
The use of NUZYRA during the second and third trimester of pregnancy, infancy, and childhood up to the age of 8 years may cause reversible inhibition of bone growth.
Adverse reactions including photosensitivity, pseudotumor cerebri, and anti-anabolic action which have led to increased blood urea nitrogen, azotemia, acidosis, hyperphosphatemia, pancreatitis, and abnormal liver function tests, have been reported for other tetracycline-class antibacterial drug, and may occur with NUZYRA.
The most common adverse reactions (incidence ≥2%) are nausea, vomiting, infusion site reactions, alanine aminotransferase increased, aspartate aminotransferase increased, gamma-glutamyl transferase increased, hypertension, headache, diarrhea, insomnia, and constipation.
Dosage: For IV dosage, a loading dose of 200 mg by IV infusion over 60 min or 100 mg by IV infusion over 30 min twice on the 1 st day, followed by 100 mg by IV infusion over 30 min once daily or 300 mg orally once daily the following days.
For oral administration, a loading dose of 450 mg once on day 1 and day 2, followed by 300 mg once daily for 7-14 days.
Source: 1. https://www.medscape.com/viewarticle/902885 2. https://www.accessdata.fda.gov/drugsatfda_docs/ label/2018/209816_209817lbl.pdf.
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